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□ This report is based on translations from the original language into the following language 
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□ international search (under Rules 12.3 and 23 1(b)) 

□ publication of the international application (under Rule 12 4) 

□ international preliminary examination (under Rules 55.2 and/or 55.3) 



2 'fyrtZd^oilrtetZTmf * C internati ° nal ^cation, this report is based on (replacement sheets which have been 
anltV^^lSf^l '' eSP0 " Se '° m UWitati0n ^ ArtiC ' e 14 ~ refer ' ed <° <" this - »ori S inalfy filed" 

D The international application as originally filed/furnished 
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PageS 3jt 1,2, 6, 7, 12-14, 16-20 9 as originally filed/furnished 

pages received by this Authority on 
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pages 
pages* 
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pages* 
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as originally filed/furnished 
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Box No. V Reasoned statement under Article 35(2) with regard to 
| citations and explanations supporting such statement 


novelty, inventive step or 


inH IIC trill nnnllnn Kil Z4-. > . 

iiiuusiriai applicability; 


I 1. Statement 








I Novelty (N) 


Claims 


1-6, 9-19, 22-26 


YES I 




Claims 




NO J 


( Inventive step (IS) 


Claims 




YES 




Claims 


1-6, 9-19, 22-26 


NO 1 


Industrial applicability (IA) 


Claims 


1-6, 9-19, 22-26 


YES 




Claims 




NO J 











Document 1 : 
iDocument 2: 



[Document 3: 
IDocument 4: 
IDocument 5: 
IDocument 6: 
Document 7: 



5 i^™£ 4 S A ^ l PP on Electric Glass Co., Ltd.) August 27, 1992 
iiL Ubb,B M. et al., Osteogenesis in composite grafts of allogenic 

raiTSE? x?A^ T P ?^i e [^ porous hydroxy lapatite, JOURNAL OF 
ORAL AND MAXILLOFACIAL SURGERY, 1989, Vol. 47, No. 1, p. 50- 

™ ?«;\ 91963 A (Mitsubishi Mining & Cement Co., Ltd.) Aueust 21 1991 
JP 2001-137328 A (OLYMPUS OPTICAL CO., LTD.) May 22 2001 

XS^^S?/ 1 < IMPLANT INNOVATIONS INC.) May 18 1995 
JP 2003-5 17888 A (Henogen SA) June 3, 2003 * 

f!^ T ° VI S' N " 6 - al t A r S ^ dy of HAP/PLLA composite as a substitute 
for bone powder using FT-IR spectroscopy, Biomaterials, 2001, Vol. 22 
ino. o, p. 571-575 9 

Document 1 cited in the international search report describes a porous implant material made of crystallized 
glass wherein the osteogenesis promoting material is either adhered to or impregnated in XhToZtlS^ ' 

tes^sss-r 1 * s deca,cif,ed bone powder as the ° steogeni p™ 0 * 1 * 

Document 2 states that excellent osteogenesis is observed after transplantation of a complex of autoloeous 
decalcified bone powder and porous hydroxyapatite (see Abstract). complex or autologous 

Document 3 describes a calcium phosphate bone prosthesis with micropores of 0.5 urn or less that is a 
jporous body having a three-dimensional reticulate structure provided with Communicating voidThlnnels (see 

Inh^nhTT! t deSCribes a u b T Prosthesis containing a bone inducing factor and porous 0-tricalcium 
phosphate tha has pores with diameters of 50-1,000 urn and pores with diameters of 5 urn (claim 4 or less I 

modffv^T f CSC l eS a V7 ,ant ** " SUrgiC3l,y im P lant ^le in living bone, and it describes a mettod for 
modifying the surface thereof wherein grit is impacted with the surface of the implant to improve the^ondinf 
between the implant and the bone (see Claim 1; page 1, lines 8-1 1, etc.) improve me bonding 

Document 6, which was cited in a written opinion dated September 21, 2004, describes the use of bone 
particles to induce bone formation (see claims 15 and 16, etc.), and it states that particles 5uSStthdbS» 
are preferred as those bone particles (see claim 25, Par. No. 0013). unmoainea bone 

T I.S^Ta w 7 d f SCt, \ eS a J m . iXCd implant ° f autol °8° us bo ™ P°wder and a complex of hydroxyapatite/ooly- 
L-lact.de (Abstract etc.), and it states that the autologous bone powder can be obtained by P u Sn mTbone 
of a mouse femoral region (see page 572, Materials and Methods). V pulverizing the bone 
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Supplemental Box 



In case the space in any of the preceding boxes is not sufficient. 

Continuation of Box V: 

©Claims 1,5, 6, and 9-16 

Documents 1-7 above do not describe the inventions of claims 1, 5, 6, and 9-16, and therefore these 
inventions are novel. 

When the inventions of the above claims are compared with the inventions described in documents 1 and 2 
whereas decalcified bone powder is used in the invention described in document 1, living bone powder is used ' 
in the inventions of the above claims, and they differ in that respect. 

However, document 6 states that it is preferable to use unmodified bone powder to induce bone formation 
and document 7 describes transplantation using bone powder that is actually obtained by pulverizing living ' 

It is demonstrated by these descriptions that bone material that has not been decalcified i e bone 
material from living bone, can be used to induce bone formation, and in the induction of bone 
formation, bone material from living bone has an effect that is preferable to modified bone material 
Because decalcified bone powder is used to induce bone formation in documents 1 and 2 above 
this examination finds that persons skilled in the art can easily focus on the common aspects of this' 
problem, and use bone powder that is not decalcified, i.e., bone powder from living bone in the 
inventions described in documents 1 and 2 in the same manner that the decalcified bone powder is 
used, or with the expectation of obtaining a superior effect in inducing bone formation. 

Moreover, this examination finds that using powder obtained from living bone does not provide a 
particularly outstanding effect in comparison with the use of decalcified bone. 

Furthermore, although document 2 does not describe impregnating fine bone powder in a porous 
structural body, document 1 describes a method whereby bone powder is dispersed in physiological 
saline and then the porous body is immersed in that physiological. Thus, this examination finds that 
persons skilled in the art can easily include bone powder in the porous structural body by adopting a 
method similar to that described in document 1 . 

Moreover, this examination finds that no particularly outstanding effect is provided thereby 
As a result, the inventions of claims 1, 5, 6, and 9-16 do not involve an inventive step with respect 
to documents 1, 2, 6, and 7. 

However, in a written reply dated November 1 8, 2004, the applicant asserted that the present 
invention does involve an inventive step by pointing out that: 

The porous structural body impregnated with bone in the present invention provides the effects of 

(a) containing a fine bone powder that differs from that described in documents 6 and 7; 

(b) displaying excellent bone regenerative capability; and 

(c) requiring only a small amount of collected bone when autologous bone is used. 
The above assertions of the applicant are considered below. 

(Continued to next page) 
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In case the space in any of the preceding boxes is not sufficient 
Continuation of Box V: 

i Wlt !t ? S / 6Ct t0 (a) ' eVe " th ° Ugh the particle size of the bone Particles described in documents is 
S25 ntfdf e f ang t the ^ tHat baS6d °" the desc "P«ons in documents 6 and 7 bone materia. , 
^^^f e4 f , • e • , t° ne T at6rial fr ° m Hving b ° ne C3n be Used to induce bone formatirfnd in 

^SS^SSS^ bone matenal from living bone has an effect that is > referable to 

t ha t W j- h r6SPe ? t0 l b) • in ."I Ht ° f the ex P lanation Prided in the Description, this examination finds 
that using powder obtained from living bone does not provide a particularly outstanding effect in 
comparison with the use of decalcified bone. S 

With respect tc .(c), the scope of the claims in this application includes cases in which the bone 
powder that is used is not from autologous bone, but this examination does nSZt this effect is i 
particularly outstanding. Even if autologous bone were to be specified, in consider* Z of the fac hat 
the matrix matenal 1S porous in the inventions described in documents 1 and 2 th^eSmmSLn findf 

and [?L am ° Unt f 1Cified b ° ne US6d W ° Uld be jUSt aS Sma » as in *» i-enW oxTiT^cSon I 
and if bone powder that is not decalcified, i.e., bone powder from living bone, is used in the invent 
described m documents 1 and 2, it is a foreseeable effect from the description in the cited documents 
that the amount of powder would be lessened. uocuments 
As a result, the assertions of the applicant cannot be accepted. 

oClaims 2 and 3 

In the inventions of the above claims the pore size, etc., of the porous structural body is specified 
However, in the field of artificial bone, etc., it is common practice to use a porous ^ateriaTas a^ 
implant, and it is public knowledge that porous material with the kind of pore size specTfildTn clafms 
2 and 3 of this application can be used as an implant (see documents 3 and 4) 
enh^lT' deSCri P ti0nS in docui nents 1, 2, 6, and 7 show that that bone-forming capability is 
enhanced by m.xing bone powder into the implant, and especially the descriptions in documents 6 and I 

findsTha? " ° btained by PUlVeri2ing Hving b ° ne Can be used - Therefore, ZraminatTon 

finds hat persons skilled in the art can easily use a porous material containing bone powder obtZT ' 

by pulverizing hvmg bone in the inventions of documents 3 and 4 with the expectation of a sim tlar 
Furthermore this examination finds that the effect obtained thereby is not particularly outstanding 

oClaims 4, 17-19 and 22-26 

As shown in document 5 above, the fact that bonding with the surrounding bone can be improved 
skiStTfrt! SUrfaC r ° f a \ imp,ant " PUbHc,y ^ and this examination finds ■ mat 
SpSaln of a a ZSSS^ ^ " *° * d ° C — " «*■ the 

Furthermore, this examination finds that the effect obtained thereby is not particularly outstanding 
resptto^ 4 ' 17 " 19 a " d 22 " 26 d ° - ^ a " inventive 



CO 



m 

o 
O 

"O 



Form PCT/IPEA/409 (Supplemental Box) (January 2004) 



